


Appendix C2
FDA-CRS Form 2.0
Cover Letter for Application
	
[Company Letterhead]


[Date]
    
     [Director General]
     Director General
Food and Drug Administration
1781 Civic Drive, Filinvest City
Alabang, Muntinlupa City

                            Attention: [CDRR Director]
                                              Center for Drug Regulation and Research 


Re: Clinical Trial Application/Import License Application/ Extension/Notification
Full title of the trial: 
Investigational Product Name/Code: _____
Clinical Trial Approval No: _________ (for approved CT)

[Salutation],

[Body] Must include the following:
· A brief description of the IP including its name, indication, and proposed formulation
· A brief description of the clinical trial protocol and study design/amendment, for clinical trial application and amendments only
· IP manufacturer’s name and contact information
· IP importer’s name and contact information, if applicable
· Points of contact for the application

[Complimentary Close], 

	[Signature] 
[Name of Responsible Person]
[Sponsor/ Clinical Research Organization]
[Address]
[Contact Number] 
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